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Description 

FIELD OF THE INVENTION 

5 [0001] The present invention relates to a biosensor, more particularly to an electrochemical biosensor with a code 
pattern thereon. 

BACKGROUND AND SUMMARY OF THE INVENTION 

10 [0002] Electrochemical biosensors are known. They have been used to determine the concentration of various an- 
alytes from biological samples, particularly from blood. Electrochemical biosensors are described in U.S. Patent Nos. 
5,413,690; 5,762,770; 5,798,031; and 5,997,817 the disclosure of each of which is expressly incorporated herein by 
reference. It is also known to include a code on a test strip that identifies the manufacturing batch of the strip. See 
WO 99/22236. 

15 [0003] According to one aspect of the present invention a biosensor is provided. The biosensor comprises a support 
substrate, an electrically conductive coating positioned on the support substrate, the coating being formed to define 
electrodes and a code pattern, wherein there is sufficient contrast between the conductive coating and the substrate 
such that the code pattern is discernible, and at least one reagent positioned on at least one electrode. 
[0004] According to another aspect of the present invention a biosensor is provided. The biosensor comprises a 

20 support substrate, an electrically conductive coating positioned on the support substrate, the coating being formed to 
define electrodes and a code pattern, wherein there is sufficient contrast between the conductive coating and the 
substrate such that the code pattern is discernible, and a cover cooperating with the support substrate to define a 
channel. At least a portion of the electrodes are positioned in the channel. 

[0005] In addition, a method of forming a biosensor is provided in accordance with the present invention. The method 
25 comprises the steps of providing a substrate coated with a electrically conductive material, ablating the electrically 
conductive material to form electrodes and a code pattern, wherein there is sufficient contrast between the conductive 
coating and the substrate such that the code pattern is discernible, and applying a reagent to at least one of the 
electrodes. 

[0006] Still further, in accordance with the present invention a biosensor is provided. The biosensor comprises a 
30 support substrate and an electrically conductive coating positioned on the support substrate. The coating is formed to 
define electrodes and means for identifying the biosensor, wherein there is sufficient contrast between the conductive 
coating and the substrate such that the identifying means is discernible. 

[0007] Additional features of the invention will become apparent to those skilled in the art upon consideration of the 
following detailed description of the preferred embodiment exemplifying the best mode of carrying out the invention as 
35 presently perceived. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0008] The detailed description particularly refers to the accompanying figures in which: 

40 

Fig. 1 is a perspective view of a biosensor in accordance with the present invention, showing the biosensor formed 
to include a code pattern formed thereon. 

Fig. 2 is an exploded assembly view of the biosensor of Fig. 1 , showing the biosensor including an electrode array 
45 positioned at one end, a spacer substrate including a notch, and a cover formed to extend over a portion of the notch. 

Fig. 3 is a view taken along lines 3-3 of Fig. 1 . 

Fig. 4 is a view taken along lines 4-4 of Fig. 1 . 

50 

Fig. 5 is an enlarged top view of an alternative code pattern formed on a biosensor in accordance with the present 
invention. 

Fig. 6 is an enlarged top view of an alternative code pattern formed on a biosensor in accordance with the present 
55 invention. 
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DETAILED DESCRIPTION OF THE INVENTION 

[0009] The present invention relates to a biosensor and a method for manufacturing a biosensor that has a specific 
code pattern. This code pattern is beneficially formed from the same electrically conductive material and in the same 

5 manner as the electrodes of the biosensor, which reduces steps in the manufacturing process. Laser ablation is pref- 
erably used in forming the code pattern while generating the electrode pattern. The code pattern can be read in a 
number of ways, non-limiting examples of which include optically or electrically depending on the structures formed 
onto the biosensor. The structures could show contrast in their optical reflectivity, their electrical conductivity, or their 
resistance respectively. The structures could also be high reflectivity areas surrounded by low reflectivity areas or vice 

io versa, or areas of high electrical conductivity surrounded by areas of low conductivity. Aspects of the invention are 
presented in Figs. 1-6, which are not drawn to scale and wherein like components in the several views are numbered 
alike. 

[0010] Figs. 1-4 illustrate an aspect of the invention in the form of a biosensor 10 having an electrode-support sub- 
strate 12, an electrical conductor 13 positioned on the substrate 12 that is disrupted to define electrodes 14, 16, a 

15 spacer substrate 18 positioned on substrate 12, and a cover substrate 20 positioned on the spacer substrate 18. 
Biosensor 10 is preferably rectangular in shape. It is appreciated however, that biosensor 10 can assume any number 
of shapes in accordance with this disclosure. Biosensor 10 is preferably produced from rolls of material however, it is 
understood that biosensor 10 can be constructed from individual sheets in accordance with this disclosure. Thus, the 
selection of materials for the construction of biosensor 1 0 necessitates the use of materials that are sufficiently flexible 

20 for roll processing, but which are still rigid enough to give a useful stiffness to finished biosensor 10. 

[0011] Referring to Fig. 4, the support substrate 12 includes a first surface 22 facing the spacer substrate 18 and a 
second surface 24. In addition, as shown in Fig. 2, substrate 12 has opposite first and second ends 26, 28 and opposite 
edges 30, 32 extending between the first and second ends 26, 28. Substrate 12 is generally rectangular in shape, it 
is appreciated however, that support may be formed in a variety of shapes and sizes in accordance with this disclosure. 

25 Substrate 1 2 is formed of a flexible polymer and preferably from a flexible polymer and preferably from a polymer such 
as a polyester or polyimide, polyethylene naphthalate (PEN). A non-limiting example of a suitable PEN is 5 mil (125 
urn) thick KALADEX®, a PEN film commercially available from E.I. DuPont de Nemours, Wilmington, Delaware, which 
is coated with gold by ROWO Coating, Henbolzhelm, Germany. 

[0012] Electrodes 14, 16 are created or isolated from conductor 13 on first surface 22 of substrate 12. Non-limiting 
30 examples of a suitable electrical conductor 13 include aluminum, carbon (such as graphite), cobalt, copper, gallium, 
gold, indium, iridium, iron, lead, magnesium, mercury (as an amalgam), nickel, niobium, osmium, palladium, platinum, 
rhenium, rhodium, selenium, silicon (such as highly doped polycrystalline silicon), silver, tantalum, tin, titanium, tung- 
sten, uranium, vanadium, zinc, zirconium, mixtures thereof, and alloys, oxides, or metallic compounds of these ele- 
ments. Preferably, electrical conductor 13 is selected from the following materials: gold, platinum, palladium, iridium, 
35 or alloys of these metals, since such noble metals and their alloys are unreactive in biological systems. Most preferably, 
electrical conductor 13 is gold. 

[0013] Electrodes 14, 16 are isolated from the rest of the electrical conductor 13 by laser ablation. See Fig. 4. Tech- 
niques for forming electrodes on a surface using laser ablation are known. See, for example, U.S. Patent Application 
No. 09/411,940, filed October 4, 1999, and entitled "LASER DEFINED FEATURES FOR PATTERNED LAMINATES 

*o AND ELECTRODE", the disclosure of which is expressly incorporated herein by reference. Preferably, electrodes 14, 
16 are created by removing the electrical conductor 13 from an area extending around the electrodes to form a gap of 
exposed support substrate 12. Therefore, electrodes 14, 16 are isolated from the rest of the electrically-conductive 
material on substrate 12 by a gap having a width of about 25 u.m to about 500 urn, preferably the gap has a width of 
about 100 u,m to about 200 u.m. Alternatively, it is appreciated that electrodes 14, 16 may be created by laser ablation 

45 alone on substrate 12. It is appreciated that while laser ablation is the preferred method for forming electrodes 14, 16 
given its precision and sensitivity, other techniques such as lamination, screen-printing, or photolithography may be 
used in accordance with this disclosure. 

[0014] As shown in Fig. 2, electrodes 14, 16 cooperate with one another to define an electrode array 36. In addition, 
electrodes 14, 16 each include a contact 34 and a lead 38 extending between the contact 34 and the array 36. It is 

50 appreciated that the leads 38 extending from the array can be formed to have many lengths and extend to a variety 
of locations on the electrode-support substrate 12. It is appreciated that the configuration of the electrode array, the 
number of electrodes, as well as the spacing between the electrodes may vary in accordance with this disclosure and 
that a greater than one array may be formed as will be appreciated by one of skill in the art. 
[0015] Referring again to Figs. 2 and 3, a recess 35 is formed from the electrical conductor 13 by laser ablation using 

55 techniques as described above. Recess is created by removing the electrical conductor 1 3 to expose the first surface 
22 of the support substrate 12 adjacent to the first end 26. It is appreciated that a portion of the first surface 22 rnay 
also be removed to form the recess 35 in accordance with this disclosure. 

[0016] . In addition, as shown in Figs. 1 , 2, and 4, the discernible code pattern 40 is formed from the electrical conductor 
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13 by raser ablation using techniques as described above with reference to electrodes 14, 16. Specifically, the code 
pattern 40 is created by removing the electrical conductor 13 in a pre-defined pattern to expose the first surface 22 of 
the support substrate 12. While pattern 40 is illustratively a barcode type pattern, it is appreciated that the pattern 40 
can take on any number of shapes and patterns, non-limiting examples of which are shown in Figs. 5 and 6. 

5 [0017] It is also appreciated that the pattern 40 can be provided in a human readable, optical readable, or electrical 
readable form in accordance with this disclosure. The structures could show contrast in their optical reflectivity, their 
electrical conductivity, or their resistivity respectively. To aid in contrasting the electrical conductivity of the code pattern 
40, the electrical conductor 13 of the pattern 40 maybe coated with a second conductive material (not shown) that is 
different from the electrical conductor 1 3. Non-limiting examples of the second conductive material include carbon and 

10 silver. It is appreciated, however, that a wide variety of materials may be coated on the electrical conductor 13 to change 
the electrical property of the code pattern 40. 

[0018] It is also appreciated; electrodes 14,16 could be formed from layers of electrically conductive materials having 
different colors, reflectivity, conductance, etc. Thus, the code pattern can be formed by removing a portion of the 
electrical conductor layers, leaving behind areas of high reflectivity surrounded by low reflectivity areas or vice versa, 
15 areas of high electrical conductivity surrounded by areas of low conductivity or vise versa. It is also possible to laser 
etch a code pattern that has a known resistance and this area can be read electrochemically to identify or recognize 
the code pattern. Moreover, it is appreciated that the code pattern can be a combination of any of the above readable 
forms in accordance with the present invention. 

[001 9] As shown in Fig. 4, the code pattern 40 is isolated from the rest of the electrically conductive material 13 on 
20 substrate 12 by gaps 42. Gaps 42 can have a wide variety of widths in accordance with this disclosure depending upon 
the specific use of the code pattern 40. Non-limiting examples of widths of the gaps include from about 1 urn to about 
1000 jim. Alternatively, it is appreciated that the code pattern 40 may be created by laser ablation alone on substrate 
12. It is appreciated that while laser ablation is the preferred method for forming the code pattern 40 given its precision 
and sensitivity, other techniques such as lamination, screen-printing, or photolithography may be used in accordance 
25 with this disclosure. 

[0020] The manufacturer of biosensor 10 may maintain a central database containing a set of code patterns, each 
of which uniquely identifies an individual biosensor, or batch of biosensors. There may also be associated with each 
code pattern a set of calibration data for the biosensor 10. It is appreciated that the code patterns may be associated 
with any number of identification or data sets in accordance with the present invention. 

30 [0021 ] Spacer substrate 1 8 of biosensor 1 0 includes an upper surface 44 and a lower surface 46 facing the substrate 
12. In addition, the spacer substrate 18 includes opposite first and second ends 48, 50. First end 48 includes a notch 
52, which is defined by a border 54: The border illustratively includes three generally linear sides. It is appreciated that 
the notch can take on a variety of shapes and sizes in accordance with this disclosure. When biosensor 10 is assembled, 
the border 54 extends about at least a portion of the array 36 so that the array 36 is at least partially exposed in the 

35 notch 52. 

[0022] Spacer substrate 1 8 is formed of a flexible polymer and preferably from a flexible polymer and preferably from 
a polymer such as an adhesive coated polyethylene terephthalate (PET) polyester. A non-limiting example of a suitable 
PET is 3 mil (75 urn) thick white PET film both sides of which are coated with a pressure-sensitive adhesive (Product 
# ARcare 8877) commercially available from Adhesives Research, Inc. Glen Rock, Pennsylvania. It is appreciated that 
spacer substrate 1 8 may be constructed of a variety of materials and may be coupled to the substrate 1 2 and the cover 
substrate 20 using a wide variety of commercially available adhesives, or by welding (heat or ultrasonic) when large 
portions of the surface 22 of the electrode support substrate 12 are exposed and not covered by electrical conductor 1 3. 
[0023] The cover substrate 20 is coupled to the upper surface 44 of the spacer substrate 1 8. See Fig. 3. The cover 
substrate 20 includes opposite first and second ends 56, 58. The cover substrate 20 is coupled to the spacer substrate 

45 18 such that the first end 56 is spaced-apart from the end 48 of the spacer substrate 18 and the second end 58 is 
spaced-apart from the end 50 of the spacer substrate 18. When biosensor 10 is assembled, cover substrate 20 coop- 
erates with the spacer support 20 and the electrode-support 12 to define a capillary channel 60. 
[0024] Cover substrate 20 is generally rectangular in shape, it is appreciated, however, that the cover substrate may 
be formed in a variety of shapes and sizes in accordance with this disclosure. Cover substrate 20 is formed from a 

50 flexible polymer and preferably from a polymer such as polyester. A non-limiting example of a suitable polymer is 3.9 
mil (99 urn) thick 3M hydrophilic polyester film (3M Product #9971), commercially available from 3M Healthcare, St. 
Paul, MN. 

[0025] Referring now to Figs. 1 and 3, the capillary channel 60 is generally linear in shape and is defined by the 
cover substrate 20; the electrode support substrate 12, and the border 54 of the spacer substrate 18. When biosensor 
55 10 is assembled, channel 60 extends across the electrode array 36. Cover substrate 20 does not extend across the 
entire notch 52, therefore, a portion of the notch serves as an air outlet in accordance with this disclosure. 
[0026] An electrochemical reagent 62 is positioned on the array 36. The reagent 62 provides electrochemical probes 
for specific analytes. The term analyte, as used herein, refers to the molecule or compound to be quantitatively deter- 
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mined. Non-limiting examples of analytes include carbohydrates, proteins, such as hormones and other secreted pro- 
teins, enzymes, and cell surface proteins; glycoproteins; peptides; small molecules; polysaccharides; antibodies (in- 
cluding monoclonal or polyclonal Ab); nucleic acids; drugs; toxins; viruses of virus particles; portions of a eel! wall; and 
other compounds processing epitopes. The analyte of interest is preferably glucose. 

5 [0027] The choice of the specific reagent 62 depends on the specific analyte or analytes to be measured, and are 
well known to those of ordinary skill in the art. An example of a reagent that may be used in biosensor 1 0 of the present 
invention is a reagent for measuring glucose from a whole blood sample. A non-limiting example of a reagent for 
measurement of glucose in a human blood sample contains 62.2 mg polyethylene oxide (mean molecular weight of 
100-900 kilo Daltons), 3.3 mg NATROSOL 244M, 41.5 mg AVICEL RC-591 F, 89.4 mg monobasic potassium phos- 

10 phate, 157.9 mg dibasic potassium phosphate, 437.3 mg potassium ferricyanide, 46.0 mg sodium succinate, 148.0 
mg trehalose, 2.6 mg TRITON X-100 surfactant, and 2,000 to 9,000 units of enzyme activity per gram of reagent. The 
enzyme is prepared as an enzyme solution from 12.5 mg coenzyme PQQ and 1.21 million units of the apoenzyme of 
quinoprotein glucose dehydrogenase. This reagent is further described in U.S. Patent No. 5,997,817, the disclosure 
of which is expressly incorporated herein by reference. 

15 [00281 Non-limiting examples of enzymes and mediators that may be used in measuring particular analytes in bio- 
sensor 10 are listed below in Table 1. 



TABLE 1 



Analyte 


Enzymes 


Mediator (Oxidized Form) 


Additional Mediator 


Glucose 


Glucose Dehydrogenase 
and Diaphorase 


Ferricyanide 




Glucose 


GIucose-Dehydrogenase 
^QuinoDrotein^ 


Ferricyanide 




Cholesterol 


Cholesterol Esterase and 
Cholesterol Oxidase 


Ferricyanide 


2,6-Dimethyl- 

1 .4- Benzoquinone 

2.5- Dichloro- 

1 ,4-Benzoquinone or 
Phenazine Ethosulfate 


HDL Cholesterol 


Cholesterol Esterase and 
Cholesterol Oxidase 


Ferricyanide 


2,6-Dimethyl- 

1 .4- Benzoquinone 

2.5- Dichloro- 

1 ,4-Benzoquinone or 
Phenazine Ethosulfate 


Triglycerides 


Lipoprotein Lipase, 
Glycerol Kinase, and 
Glycerol-3-Phosphate 
Oxidase 


Ferricyanide or Phenazine 
Ethosulfate 


Phenazine Methosulfate 


Lactate 


Lactate Oxidase 


Ferricyanide 


2,6-Dichforo- 
1,4-Behzoquinone 


Lactate 


Lactate Dehydrogenase 
and Diaphorase 


Ferricyanide Phenazine 
Ethosulfate, or Phenazine 
Methosulfate 




Lactate Dehydrogenase 


Diaphorase 


Ferricyanide 


Phenazine Ethosulfate, or 
Phenazine Methosulfate 


Pyruvate 


Pyruvate Oxidase 


Ferricyanide 




Alcohol 


Alcohol Oxidase 


Phenylenediamine 




Bilirubin 


Bilirubin Oxidase 


1 -Methoxy-Phenazine 
Methosulfate 




Uric Acid 


Uricase 


Ferricyanide 





[0029] In some of the examples shown in Table 1 , at least one additional enzyme is used as a reaction catalyst. Also, 
some of the examples shown in Table 1 may utilize an additional mediator, which facilitates electron transfer to the 
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oxidized form of the mediator. The additional mediator may be provided to the reagent in lesser amount than the 
oxidized form of the mediator. While the above assays are described, it is contemplated that current, charge, imped- 
ance, conductance, potential, or other electrochemtcally indicated property of the sample might be accurately correlated 
to the concentration of the analyte in the sample with biosensor 10 in accordance with this disclosure. 
5 [0030] A plurality of biosensors 10 are typically packaged in a vial, usually with a stopper formed to seal the vial, tt 
is appreciated, however, that biosensors 10 may be packaged individually, or biosensors can be folded upon one 
another, rolled in a coil, stacked in a cassette magazine, or packed in blister packaging. 
[0031] Biosensor 10 is used in conjunction with the following: 

10 1 . a power source in electrical connection with contacts 34 and capable of supplying an electrical potential differ- 

ence between electrodes 14, 16 sufficient to cause diffusion limited electro-oxidation of the reduced form of the 
mediator at the surface of the working electrode; and 

2. a meter in electrical connection with contacts 34 and capable of measuring the diffusion limited current produced 
15 by oxidation of the reduced form of the mediator with the above-stated electrical potential difference is applied. 

[0032] The meter is provided with a pattern reader that is capable of reading the code pattern 40 into a memory of 
the meter. The reader can be an electrical or optical reader in accordance with the present invention. The reader is 
formed to read the code pattern 40 when the biosensor 10 is inserted into the meter. When, however, the code pattern 

20 is in a human readable form, it is appreciated that the meter may include an interface, which permits the user to input 
the information from the code pattern manually. There are many ways to optically read code pattern 40 such as laser 
scanners, pen-like wands, and charge-couple-device (CCD) scanners. A non-limiting example of a suitable optical 
reader suitable for use with the present invention includes a light emitting diode(s) (LED), a lens, and a photodiode. It 
is appreciated that the reader may be an independent internal component of the meter. 

25 [0033] The meter may further be formed to transfer the code pattern from the meter to a memory unit where it is 
stored. It is appreciated that the memory unit can be formed to store information regarding the specifics of the code 
pattern as well as patient information including previous meter readings. The meter will normally be adapted to apply 
an algorithm to the current measurement, whereby an analyte concentration is provided and visually displayed. Im- 
provements in such power source, meter, and biosensor system are the subject of commonly assigned U.S. Pat. No. 

30 4,963,814, issued Oct. 16, 1990; U.S. Pat. No. 4,999,632, issued Mar. 12, 1991; U.S. Pat. No. 4,999,582, issued Mar. 
12, 1991; U.S. Pat. No. 5,243,516, issued Sep, 7, 1993; U.S. Pat No. 5,352,351, issued Oct. 4, 1994; U.S. Pat. No. 
5,366,609, issued Nov. 22, 1994; White et al., U.S. Pat. No. 5,405,511, issued Apr. 11, 1995; and White et al., U.S. 
Pat. No. 5,438,271, issued Aug. 1, 1995, the disclosures of each of which are expressly hereby incorporated by ref- 
erence. 

35 [0034] Many fluid samples may be analyzed. For example, human body fluids such as whole blood, plasma, sera, 
lymph, bile, urine, semen, cerebrospinal fluid, spinal fluid, lacrimal fluid and stool specimens as well as other biological 
fluids readily apparent to one skilled in the art may be measured. Fluid preparations of tissues can also be assayed, 
along with foods, fermentation products and environmental substances, which potentially contain environmental con- 
taminants. Preferably, whole blood is assayed with this invention. 

40 [0035] To manufacture biosensor 10 a roll of metallized electrode support material is fed through guide rolls into an 
ablation/washing and drying station. A laser system capable of ablating support 12 is known to those of ordinary skill 
in the art. Non-limiting examples of which include excimer lasers, with the pattern of ablation controlled by mirrors, 
lenses, and masks. A non-limiting example of such a custom fit system is the LPX-300 or LPX-200 both commercially 
available from LPKF Laser Electronic GmbH, of Garbsen, Germany. 

45 [0036] In the laser ablation station, the metallic layer of the metallized film is ablated in a predetermined pattern, to 
form a ribbon of isolated electrode sets on the electrode support material, code patterns, and a recess in the film 
adjacent to each electrode array. To ablate electrodes 14, 16, recess 35, and code patterns 40 in 50 nm thick gold 
conductor 13, 90 mJ/cm 2 energy is applied. It is appreciated, however, that the amount of energy required may vary 
from material to material, metal to metal, or thickness to thickness. The ribbon is then passed through more guide rolls, 

50 with a tension loop and through an optional inspection system where both optical and electrical inspection can be 
made. The system is used for quality control in order to check for defects. 

[0037] Upon leaving the laser ablation station, the metallized film is fed into a reagent dispensing station. Reagents 
that have been compounded are fed into a dispensing station where it is applied in a liquid form to the center of 
respective the array 34. Reagent application techniques are well known to one of ordinary skill in the art as described 
55 jn U.S. Patent No. 5,762,770, the disclosure of which is expressly incorporated herein by reference. It is appreciated 
that reagents may be applied to the array 34 in a liquid or other form and dried or semi-dried onto the array 34 in 
accordance with this disclosure. 

[0038] In a separate process, a double-sided pressure-sensitive film with dual release liners is fed into a window 



6 



EP 1 288 653 A1 



punch unit where notches are formed. The film is then fed into a lamination & kiss-cutting station. At the same time, a 
roll of cover substrate material is fed over a guide roll into the lamination & kiss-ciitting station, where the release liner 
is removed from the upper surface 44 and rewound into a roll. The upper surface 33 of the spacer substrate material 
is applied to the cover substrate material. Next, the film is kiss cut and a portion of the cover substrate materia! is 
5 removed, leaving behind the cover substrate material coupled to the spacer substrate material, extending across a 
portion of the notch. 

[0039J The cover material/spacer substrate subassembly is fed into a sensor lamination & cut/pack station. The 
reagent-coated electrode-support substrate material is fed from the dispensing station into the sensor lamination & 
cut/pack station as well. The remaining release liner is removed from the spacer substrate and the spacer substrate 
10 . is positioned on the electrode-support substrate material so that at least a portion of the electrode array 36 is aligned 
with the notch 52. Next, the resulting assembled material is cut to form individual biosensors 10, which are sorted and 
packed into vials, each closed with a stopper, to give packaged biosensor strips. 

[0040] In use, the meter is turned on and the biosensor is inserted into the meter. It is appreciated that the user may 
turn on the meter, or it may turn on automatically upon insertion of the biosensor. The LED emits a light that is directed 

15 through a lens towards the code pattern of the biosensor. The light is reflected off of the code pattern, through the lens, 
and toward the photodiode. The photodiode measures the intensity of the light that is reflected back from the code 
pattern and generates a corresponding voltage waveform. A decoder deciphers this waveform and translates it into a 
reading of the code pattern. It is appreciated that many commercially available optical readers may be used in accord- 
ance with the present invention. Preferably, the optical reader will be custom fit reader. 

20 [0041] In use, a user of biosensor 1 0 places a finger having a blood collection incision against the recess 35 in the 
notch 52. Capillary forces pull a liquid blood sample flowing from the incision through the capillary channel 60 across 
the reagent 62 and the array 34. The liquid blood sample dissolves the reagent 62 and engages the array 34 where 
the electrochemical reaction takes place. 

[0042] In use for example, after the reaction is complete, a power source (e.g., a battery) applies a potential difference 
25 between the electrodes 14, 16 respectively. When the potential difference is applied, the amount of oxidized form of 
the mediator at the reference electrode and the potential difference must be sufficient to cause diffusion-limited electro- 
oxidation of the reduced form of the mediator at the surface of the working electrode. A current measuring meter (not 
shown) measures the diffusion-limited current generated by the oxidation of the reduced form of the mediator at the 
surface of the working electrode. 
30 [0043] The measured current may be accurately correlated to the concentration of the analyte in sample when the 
following requirements are satisfied: 

1 . The rate of oxidation of the reduced form of the mediator is governed by the rate of diffusion of the reduced form 
of the mediator to the surface of the working electrode. 

35 

2. The current produced is limited by the oxidation of reduced form of the mediator at the surface of the working 
electrode. 

[0044] The processes and products described above include disposable biosensor 1 0 especially for use in diagnostic 
40 devices. Also included, however, are electrochemical sensors for non-diagnostic uses, such as measuring an analyte 
in any biological, environmental, or other sample. As discussed above, biosensor 10 can be manufactured in a variety 
of shapes and sizes and be used to perform a variety of assays, non-limiting examples of which include current, charge, 
impedance conductance, potential or other electrochemical indicative property of the sample applied to biosensor. 
[0045] In accordance with another embodiment of the present invention, biosensor 110 is illustrated in Fig. 5. Bio- 
45 sensor 1 1 0 is formed in a similar manner to biosensor 1 0 except that biosensor 110 includes a code pattern 1 40. Code 
pattern 140 includes nine isolated pads 160. It is appreciated that the number of pads can be greater or fewer than 
nine in accordance with this disclosure. Each pad 1 60 is separated by from the surrounding electrical conductor by a 
gap 170. 

[0046] Code pattern 140 is used once biosensor 110 is attached to a meter circuit board (not shown) that includes 
50 a connector. Generally, the connector will include two contacts per possible pad location on biosensor 110. Code pattern 
140 of the present invention enables the meter to check continuity at each pad 160 location or determine that a pad 
does not exist in a predetermined location. If a pad 160 is present, the meter will recognize the presence of a pad 160 
by a continuity check. One of ordinary skill in the art will be well aware of methods suitable for performing a continuity 
check. 

55 [0047] Code pattern 140 is formed from the electrical conductor by laser ablation using techniques as described 
above with reference to electrodes 14, 16, shown for example in Fig. 1. Specifically, removing the electrical conductor 
in a pre-defined pattern to expose the first surface of the support substrate 12 creates the code pattern 140. Code 
pattern 140 can also be coated with a second electrical conductor (not shown) to modify the electrical resistivity of the 
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pattern 140. While pattern 1 40 illustratively includes nine spaced-apart generally square-shaped pads, it is appreciated 
that the pattern 140 can take on any number of shapes and patterns in accordance with this disclosure. In addition, it 
is appreciated that the pattern 140 can be read optically or electrically in accordance with this disclosure. 
[0048] In use, when the user inserts biosensor 110 into the meter (not shown), the biosensor 110 makes contact to 

5 the connector and the electronics of the meter inquire as to how many pads 1 60 are showing continuity. Predetermined 
lot information may be stored in a memory unit of the meter. It is appreciated that the memory unit may also store a 
variety of patient information including previous meter readings. This memory unit is formed with memory components, 
a non-limiting example of which is known as RAM, which is well known in the prior art. The results of the continuity 
query may be used to set the appropriate code information in the meter, which enables the meter to eliminate chemistry 

10 or reagent variation. 

[0049] In accordance with another embodiment of the present invention, biosensor 210 is illustrated in Fig. 6. Bio- 
sensor 210 is formed in a similar manner to biosensor 10, except that biosensor 210 includes a code pattern 240. Code 
pattern 240 includes nine pads 260 that are in communication with one another. It is appreciated that the number of 
pads can vary in accordance with this disclosure. Each pad 260 is separated from the surrounding electrical conductor 
15 by gaps 270. 

[0050] Code pattern 240 is formed from the electrical conductor by laser ablation using techniques as described 
above with reference to electrodes 14, 16, shown for example in Fig. 1. Specifically, removing the electrical conductor 
in a pre-defined pattern to expose the first surface of the support substrate 12 creates the code pattern 240. Code 
pattern 240 can also be coated with a second electrical conductor (not shown) to modify the electrical resistivity of the 
20 pattern 240. 

[0051] While pattern 240 illustratively includes nine generally square-shaped pads that are interconnected, it is ap- 
preciated that the pattern 240 can take on any number of shapes and patterns in accordance with this disclosure, which 
would give various resistance levels. These differing resistance levels can be correlated to a reagent lot. For example, 
the pattern 240 can be varied by disconnecting the internal links between the pads 260. This disconnection can be 
25 done, for example, by a laser. By changing the number of interconnected pads, the resistance of the remaining inter- 
connected pads 260 will be different. In addition, it is appreciated that the pattern 240 can be read optically or electrically 
in accordance with this disclosure. 

[0052] In use, when the user inserts biosensor 210 into the meter (not shown), the biosensor 210 makes contact to 
the connector and the electronics of the meter inquire as to how many pads 260 are showing continuity. Information 

30 related to this continuity is similar to that previously described with reference to biosensor 110. 

[0053] In addition, the biosensor 210 will make contact with electronics of the meter, which determines the resistance 
between the interconnected pads. Thus, in preferred embodiments, the meter will determine which pads exist on the 
biosensor 210, and the resistance of the interconnected pads 260. The information can be stored in the meter as 
described above with reference to biosensors 10 and 110. 

35 [0054] Although the invention has been described in detail with reference to a preferred embodiment, variations and 
modifications exist within the scope and spirit of the invention, on as described and defined in the following claims. 



1. A biosensor comprising: 

a support substrate, 

an electrically conductive coating positioned on the support substrate, the coating being formed to define 
electrodes and means for identifying the biosensor, wherein there is sufficient contrast between the conductive 
coating and the substrate such that the identifying means is discernible. 

2. The biosensor of claim 1 further comprising a cover that cooperates with the support substrate to define a channel 
and at least a portion of the electrodes are positioned in the channel. 



Claims 



40 



50 



3. 



The biosensor of claim 1 or 2 wherein the identifying means is a code pattern. 



4. 



The biosensor of claim 1, 2, or 3, further comprising: 



55 



at least one reagent positioned on at least one electrode. 



5. 



The biosensor of claim 3 or 4 wherein the code pattern is a bar code. 
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6. The biosensor of any of claims 1 - 5 wherein the conductive coating is gold. 

7. The biosensor of any of claims 3 - 5 wherein the code pattern is optically discernible. 

5 8. The biosensor of any of claims 1 - 7 further comprising a second electrically conducive coating positioned on the 
code pattern. 

9. The biosensor of claim 3 or 4 wherein the code pattern is electrically discernible. 

10 10. The biosensor of claim 3 or 4 wherein the code pattern includes recesses formed in the conductive coating. 

11. The biosensor of claim 3 or 4 wherein the support substrate includes opposite first and second ends and the code 
pattern is positioned adjacent to the second end. 

is 1 2. The biosensor of claim 1 further comprising a cover substrate extending across at least a portion of the electrodes. 

13. The biosensor of claim 3 or 4 wherein the code pattern includes pads that are spaced-apart from the surrounding 
electrically conductive coating. 

20 14. The biosensor of claim 1 3 wherein the pads are isolated from one another. 

15. The biosensor of claim 13 wherein the pads are interconnected. 

16. The biosensor of claim 11 wherein the electrodes cooperate to define an array positioned adjacent to the first end. 

25 

17. The biosensor of claim 16 wherein the channel extends from the first end to the array. 

18. A method of forming a biosensor, the method comprising the steps of: 

30 providing a substrate coated with a electrically conductive material, 

ablating the electrically conductive material to form electrodes and a code pattern, wherein there is sufficient 
contrast between the conductive coating and the substrate such that the code pattern is discernible, and 
applying a reagent to at least one of the electrodes. 

35 19. The method of claim 18 wherein the ablating step includes the step of laser ablating the electrically conductive 
material. 

20. The method of claim 19 wherein the ablating step includes forming a bar code shaped code pattern. 

40 21 . The method of claim 18 wherein the ablating step includes forming a code pattern that includes pads isolated from 
the surrounding electrically conductive material. 

22. The method of claim 21 wherein the pads are interconnected. 
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FIG. 6 



13 



EP 1 288 653 A1 



European Patent 
Office 



EUROPEAN SEARCH REPORT 



Application Number 

EP 02 01 8986 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 



D,A 



D,A 



D,A 



WO 99 22236 A (NOKIA MOBILE PHONES LTD 
;0KK0NEN HARRI (FI); BERG JUKKA (FI); 
HEIN) 6 May 1999 (1999-05-06) 
* abstract * 



Citation of document with indication, where appropriate, 
of relevant passages 



GB 2 311 614 A (BYK GULDEN ITALIA SPA) 
October 1997 (1997-10-01) 
abstract * 



US 5 997 817 A (EARL ROBERT KITCHEL 
AL) 7 December 1999 (1999-12-07) 
abstract * 



ET 



US 5 762 770 A (HEALD BRIAN A 
9 June 1998 (1998-Q6-09) 
abstract * 



ET AL) 



The present search report has been drawn up for all claims 



Relevant 
to claim 



CLASSIFICATION OF THE 
APPLICATION (lnta.7) 



1,18 



1,18 



1,18 



1,18 



G01N27/327 
C12Q1/00 



TECHNICAL FIELDS 
SEARCHED <lnt.CL7) 



C12Q 



Place of tearah 

THE HAGUE 



Dais o> comptotbfl of (he tossch 

20 December 2002 



Moreno, C 



CATEGORY OF CITED DOCUMENTS 

X : paitiouloriy relevant 8 taken atone 

Y : paifoularty relevant 9 combined with another 

dooument of the same category 
A : teohnobgbfd background 
O : non-written cfeeJosuro 
P: 



T : theory or principle underlying the invention 
E : earfief patent document, but pubfehed on, or 

after the fBtng date 
D * dooument cited in the application 
L '. dooument cited tor other reasons 



& : member of the s 
document 



e potent famHy, corresponding 



14 



EP 1 288 653 A1 



ANNEX TO THE EUROPEAN SEARCH REPORT 

ON EUROPEAN PATENT APPLICATION NO. EP 02 01 8986 



This annex lists the patent family members relating to the patent documents cited in the above-mentioned European search report. 
The members are as contained in the European Patent Office EDP file on 

The European Patent Office is in no way liable for these particulars whioh are merely given for the purpose of information. 

20-12-2002 



Patent document 
cited in search report 


Publication 
date 


Patent family 
members) 


Publication 
date 


TD 0"i 1 1 C1 A 

bt> CJllOl'f 


A 

A 




Alt 


217229/ A 


22-10-1997 








tr 


0891546 A2 


20-01-1999 








Lift 

WU 


O AO 

9/3/218 A2 


09-10-1997 








IIC 

US 


2002031446 Al 


14-03-2002 


wu yycccSo 


A 


uo-us-iyyy 


rr 

ri 


m ACiCC A 

9/4065 A. 


28-84-1999 








AU 


9349498 A 


17-05-1999 








EP 


1029240 Al 


23-08-2000 








wu 


9922236 Al 


06-05-1999 










2001521171 T 


06-11-2001 








IIC 


conccnc r>i 

6^95506 Bl 


25-09-2001 


IIC CQD7Q17 


A 

A 


AT 1 O 1 QQQ 

u/-i^-j.yyy 


AH 
AU 


/32761 82 


26-04-2001 








All 

AU 


Kind OA A 

1619499 A 


28-06-1999 








D D 
bK 


ooi C 1 OO A 

yol5122 A 


10-10-2000 








LA 


2309280 Al 


17-06-1999 








LN 


10OAC70 T 

12806/3 T 


17-01-2001 








Ut 


2yo24204 Ul 


21-09-2000 








Ut 


1036320 Tl 


01-03-2001 








EP 


1036320 Al 


20-09-2000 








ES 


2153808 Tl 


16-03-2001 








OP 


3342477 B2 


H-11-2002 








JP 


2001526388 T 


lO-Ic-cUUl 








JP 


2002303599 A 


18-10-2002 








JP 


2002310973 A 


23-10-2002 








JP 


2002277429 A 


25-09-2002 








NO 


20002844 A 


02-06-2000 








NZ 


504527 A 


25-10-2002 








WO 


9930152 Al 


17-06-1999 








US 


6270637 Bl 


07-08-2001 








US 


6254736 Bl 


03-07-2001 


US 5762770 


A 


09-06-1998 


US 


5508171 A 


16-04-1996 








AU 


712527 B2 


11-11-1999 








AU 


6345196 A 


05-02-1997 








CA 


2224308 Al 


23-01-1997 








DE 


29623913 Ul 


07-09-2000 








0E 


69617464 Dl 


10-01-2002 








DE 


69617464 T2 


29-08-2002 








DE 


874984 Tl 


05-10-2000 








EP 


0874984 Al 


04-11-1998 








ES 


2154250 Tl 


01-04-2001 








JP 


2801511881 T 


14-08-2001 








WO 


9702487 Al 


23-01-1997 





For more details about tnts annex : see Official Journal of the European Patent Office, No. 1 2/82 



15 



THIS PAGE BLANK (USPTO) 



AQE BLANK (USPTO) 



This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

Ef BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

^ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



THIS PAGE BLANK (uspto) 



